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Preface

DNA analysis is an increasingly important source of
medically useful informanon. Banking for the preser-
vaton of DN A nesded for analysis at a furture ame 1s
becoming more widespread.

DNA analysis for clinical purposes differs from
many other clinical genenc tests in several ways.
First, the long-term stability of DNA may permir
questons to be answered later that were not envi-
sioned atr the dme of its procurement. Second, since
DNA analyses commonly involve linkage analysis, a
concept that is unfamiliar to laypersons and to many
health care professionals, there is a significant nsk of
misinterprezadon of results by reapients. Third, the
rapid advance of DNA diagnosdc capabilines places
special responsibilities on the providers of these ser-
vices 10 keep current.

The following “Points to Consider” are offered
primarily to help encure that padents and families
affected by genetic disease obrain and understand the
informaton they need and desire. For this to occur,
health care professionals involved in counseling,
banking, or analysis must recognize their individual
responsibilites.

Points to Consider

For present purposes, a “DNA diagnosuc labora-
tory” refers to a facility that analyzes DNA to pro-

These “Poinzts to Consider’” are designed to provide accurate and authoritative information in regard to
the subject matter covered as of October 9, 1987. They are published with the understanding that the
ASHG is not rendering medical or other professional services. The contents are intended as suggest:ons
onty. Users should rety on their own professiornal judgment or on consultazion with other authorities and

should ascertam whether more recent information has been disseminated by the ASHG or other au-

vide informadon about the diagnosis of a disease
state or suscepabilicy therero, abour the diagnosis ot
a carrier state, or for idenuficamon purposes. A
“DNA bank” is a facility chat stores DNA for furure

analysis. One facilicy may serve boch funcoons.

|. Should @ DNA Diagnostic Laboratory or DNA Bank
Accept Samples Directly from Patients or Only from
Health Care Professionals?

A DNA diagnosdc laborarory should accept sam-
ples only in response to requests from health care
professionals and not in response to requests from
individuals or families withour the mediadon of
health care professionals. The health care protes-
sional should:

a. Determine what genedc informadon the famuly

needs.

b. Derermine whether DNA analysis is' likely to

provide such informaoon.

c. Explain the possible ourcomes of the proposed

analyses and the significance of each.

d. Discuss the accuracy of the method.

Explain attendant risks, e.g., idendfication of

nonpaternity.

f. Identfy family members from whom samples

may be needed.

Facilitate sample collection.

. Explain the meaning and significance of any test
results obrtained.
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i. Explain the circumstances under which samples
submitted may be reanalyzed.

The health care professional assuming the counseling
role should be knowledgeable abour human geneacs.
[t 1s recognized that in some centers the same individ-
ual may take responsibility for both counseling and
. analysis.

If an individual should bank DNA withour a ge-
nenuc evaluanon, such an evaluaton is desirable be-
tore the DNA is analyzed.

2. Who Owns the DNA in a Bank’

Banked DNA is the property of the depositor un-
less otherwise sapulated. Therefore, the word “do-
nor,”” which implies a gift, is inappropnate.

3. How Can the Risk of Misunderstandings between the
Depositor and the DNA Bank Be Minimized?

The hest way to avoid misunderstandings berween
the depositor and the DNA bank is for the bank to
inform the depositor in advance in wridng abour the
polices of the bank. [t is recommended thar the docu-
ment presented to the depositor address the following
ISSUes:

a. The services to be provided

b. The duradon of storage

c. The disposinon of the DNA atthe end of the

agreed-upon term of storage or upon the death
of the deposiror

d. The condidons under which DNA can be used

for purposes not requested by the deposirtor,
e.g., research

e. A discussion of risks associated with DNA

banking, such as loss of samples

f. An agreed-upon method of maintaining contact

between the depositor and the bank

4. Under What Cira:mstm\ces, If Any, Should the DNA
Diagnostic Laboratory Release Resuits to Anyone Other
than the Patient?

The results of DNA analyses should be reported to
the appropriate health care professional, who in turn
has the responsibility of informing the padent or fam-
Uy of the results and their meaning. This process
should avoid needlessly informing individuals who
do not wish to learn their genocype or informing one
family member of another family member's geno-
type. The results of DNA rests, like those of other
medical tests, are subject to the tradidonal principles
of medical confidencality and should be released to
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third parties only with the express consent of the
individual.

3. Under What Circumstances, If Any, Should a DNA
Bank or Laboratory Transfer Depasited DNA to a Party
Other than the Pauent?

The DNA laboratory must obrain express consent
before transmirting patient DNA to a third party.
Unless immortalized cell lines have been established.
patnent DNNA 1s exhausuble and cthe pament’s needs
should take prionry.

6. What Is the Responsibility of the DNA Diagnostic
Laboratory for the Accuracy of the Reported Resuit?

DNA linkage results should be reported, in terms
of the probability of a disease or carrier state, to the
health care professional who submitred the samples.
An error due to improper laboratory technique or
due to improper esumanon of disease likelihood,
given the DINA results, 1s the responsibility of the
laboratory. An error due to an incorrect statement of
the genenc relaconship of family members is che re-
sponsibilicy of the family or the health care profes-
sional submirang the samples. If a DNA sample is
lost or is found to be unsuitable, the bank or labora-
tory has the responsibility of promprtly requesang a
second sample from the responsible health care pro-
tessional. [f the panenrt requests it or if the laborartory
wishes to do so and has the padent’s permission to do
s0, samples may be reanalyzed ar a later ome.

7. Under What Circumstances Is It Parmissible to Use
Depositad DNA for Purpases Unrelated to the Original
Request of the Depositor?

This 1s permissible only with the express consent of
the depositor. Ideally the depositor’s desires should
be determined at the dme that the sample is collected.

8. What.Are Minimal Standards for Quality Assurance
for DNA Banks?

A DNA bank should occupy space separate from
other functions, especially separate from other types
of DNA work, and have secure, alarm-equipped stor-
age facilites. The bank should maintain a manual of
procedures and train personne! in mericulous tech-
nique. Samples should be coded so that a minimal
number of individuals have access to the idennrty of
the depositor. Written records should be maintained
for the receipt, disposition, and storage of each sam-
ple. Each sample should be divided and stored in
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more than one place. Control samples should be ana-
lyzed before deposit and at periodic intervals to dem-
onstrate that restriction-fragment parterns are unaf-
fected by storage. Tne above recommendarions
<hould not be construed as a comprehensive state-
ment for the purposes of qualiry assurance.

9 How Should the Competence of the Directar of a DNA
Laboratory Be Demonstrated?

An individual direcang a laboratory performmung
DNA analyses for clinical purposes should be re-
quired to demonstrare comperence by passing an exX-
.mination that requires analyzing test samples and
providing appropriate dsk assessments on the basis
of the results.

10. Should DNA Banks and/or DNA Diagnosuc
| aboratories Be Certyied?

A procedure for voluntary certficadon of directors
of DNA banks and DNA laborarories should be es-
cablished to enable directors tO demonstrate compe-
tence as judged by peers. |

| |. What Raole Should the Amencan Saciety of Human
Cenetics Take to Ensure That DNA Banks and

| aboratories Meet Pauent Needs’

The Amercan Sodery of Human Genencs should
oublish the above “Points Consider” for the opera-
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rion of DINA banks -nd DNA laboratones and n{akc

‘hem known to relevant health professionals and
govemmcntal representauves. It should recommend

~<cablishment of a certification procedure tor direc-
-ors of DNA banks and DNA laboratories. [t should
.dvocate accessibility of restng for all who would
benefic. It should spearhead the celevant educagon of
other health professionals. It should address relared
~chical and social policy issues as they arse.
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